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European Directorate for the e

Quality of Medicines & HealthCare OF EUROPE _ DE LTURCEE

Certification of Substances Division

Certificate of suitability
No. R1-CEP 2001-166-Rev 00

Narme of the substance!
GELATIN
Limed Bone Gelatin

Name of holder
M/S NARMADA GELATINES LIMITED
Meerganj, Bheraghat Road
India-482001 Jabalpur, M.P

Sites of production:
M/S NARMADA GELATINES LIMITED
Meerganj, Bheraghat Road
India-482001 Jabalpur, M.P

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
RO-CEP 2001-166-REV 02

Afler examination of the information provided on the origin of raw material(s) and type of
tissue(s) used and on the manufacturing process for this substance on the site(s) of
production mentioned above, we certify that the substance GELATIN meets the criteria
described in the current version of the monograph Products with risk of transmitting
agents of animal spongiform  encephalopathies no. 1483 of the European
Pharmacopoeia current edition including supplements.

- country (ies) of crigin of source materials: India

- nature of animal tissues used in manufacture: Bovine bones free from skulis,
spinal cord and vertebrae

- manufacturing process Alkaline process

The submitted cossier must be updated after any significant change that may alter the
quality, safety or efficacy of the substance, or that may alter the risk of transmitting
animal spongiform encephalopathy agents.
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. Manufacture of tha substance ghall take plece in accordance with & sutable quality
assurance sy:'lfm such os GMP and 'SD 9001, and in ascordans with the dossier
submitted.

Eailure o comply with these provisions will rnder this cedificate void

The cerificat = - 'id provided there has bern ne d-torsia Lnin the TSE siatus of the
gountry(ies) of origin of the source material.

is certificate is renewed from 25 April 2007 according 1o the provisions of Resolution
E—EG$P {93) 5 as amended, and of Direclive 2004/83EC and Lirective 2001/82/EC
and any subsenuent amendment, and the ralated guideiines

This certificate has |
ines.

M.

Dr. A ARTIGES
Diractor of E

Strasbourg, 2 March 2007

DECLARATION OF ACCESS (lo be fed in by 'me conificate holder undar their own regpansibility)

MUS Narmacs Golatines Limiled, as holdar of the cerbucate of suitability

R1-CEP 2001-166-Rev 00 for GELATIN

hereby aulhorises 5';;.7-.,.'_1" r‘f’c&é—ﬁ_(&;a .::I"ﬂ/{ ﬂﬁma,fgﬁm@ﬁn

(ravma of the pharmaseohoal companyl

to ue@ e above-mentiones cerlifcale of sulabilty in suppert of thelr apslicatian(s) for the following
Markpiing Autharisalion(s) fname of produciis! and makehng riumben’s), & reidwn)
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Tre hoider also certil=s that no significant chanses et Nl ¢ Imasnpen o the CEF dossier

have bean made mioce e granting of this wersien of ine cerificale.

Ogta and Signature (of tha CEF holder).
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